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PROCEEDI NGS
MS. DUNNAVAN: Okay, | think | have al npost
everybody in. W have a |lot of good info, what we've
been hearing fromthe discussion groups, and now we're
going to spend a couple of hours sharing sonme of that
information that you had in your particular group with

the rest of the group.

|"d like to start with group 1A. \Who's the

spokesperson for 1A? Okay, | want you to come up to the
front. You can either cone up to the podiumor hold the
mke. |'d like to hear you provide your group's answers

for questions 2 and 3. You did not do question 3? Okay,
how about questions 2 and 4? Sorry about that.
Questions 2 and 4. And read the questions so that
everybody knows what you're answeri ng.

For those of you that weren't here yesterday |'m
G oria Dunnavan. |'mthe director of conpliance, FDA
Center for Veterinary Medicine, and |'mjust going to
noderate this today but really you all are going to do
the talking. 1'd like to ask each person when you get up
to report fromyour group, will yourself so that we know

who t he spokesperson is.
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MR. FROST: [|I'm Tom Frost. [|I'mwth Gold Kist
in Atlanta, Georgia and | volunteered, | guess, for this
position. You all know how that goes, don't you?

Number 2: What do you think are basic el enments
of an aninmal feed safety system renenbering that this
wll be for all feed and feed ingredi ents--comrerci al
manuf acturers, distributors and on-farm m xers?

We di scussed these basic el enents and narrowed
it down really to hazard assessnment and anal ysis and
resolved that quite sinply the HACCP program fits quite
well into this program wth the seven points of HACCP
that you're all famliar wth.

In addition to that, we pointed out a couple of
i ssues that are of concern to us, the first being
funding. |If this is to involve inspections or follow up
training, then we're tal king about a major funding
defi ci ency when you tal k about not only |icensed
operations but on-farmm xers. This, | guess, was a
t heme throughout our discussion today, is the scope that
we're dealing wth.

We al so enphasi zed that everything that we do in

this plan needs to be science-based. W find that as a
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very critical part of what we do. Many of us are
scientists and we recogni ze that the FDA | ooks at that,
as well, and we want to enphasize that these prograns
that are discussed are science-based.

Questions? Was that too brief? Just one at a
time. O do they get to ask questions?

|"mon to nunmber 4. The notice of meeting
identified seven itens that FDA has consi dered as
possi bl e el enents of an animal feed safety system
Pl ease answer questions 4A through H for the foll ow ng
element: a thorough anal ysis of manufacturing and
di stribution for each product. Should I read through
each one of those itens?

A, how much of this are you doing as a firm
ri ght now or how nuch of this are you seeing during
i nspections of feed and feed ingredi ent manufacturers and
distributors? G ve sone exanples.

"Il start with item A Qur group consisted of
i ntegrators, such as nyself, consisted of sone state
officials and federal officials, some comercial feed
conpani es, and we concluded that |icensed and--we were

searching for a word, whether larger fit or not doesn't
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seemto be quite the answer we wanted, but larger firns
or licensed firms already have in place a fully
operational quality assurance program

VWhen we tal k about a thorough anal ysis of
manuf acturing and distribution, we're tal ki ng about an
eval uati on of what we make and what we send out and these
prograns are driven by liability. Conpanies that
recogni ze that liability are fully aware of nonitoring,
whet her it be chem cal or biological or physical
contam nants, that we are checking ingredients. W're
checking feeds that go out and ingredients that cone in.
We're checking the process and naeking sure that we are
doi ng what our programoutlines it to be. Again we
recognize that liability is a major driver, our liability
to custoners.

We al so discussed on this itemthat there are
many state prograns that are not sufficiently funded to
handl e this kind of program There are a few states that
do have a program |ike the presentation we had yesterday
from California, but nost states it appears--that's a

broad statenment for a few people we had in our group but
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it seems that the state systemis not funded sufficiently
to | ook at on-farm feed m xi ng systens.

The scope again is a huge scope and | think al
of you nmust have gotten into this part of your
di scussions, as well, that if we talk about a program
such as this, to inspect it, to see that it's operating
correctly mght be one thing with licensed firns |ike
we' re doing now, but to expand that and to include it
with all of your on-farmgroups, it's a very significant
undertaking that's going to require a good deal of
fundi ng and training.

A coupl e of quick examples in ternms of liability
and what firns are doing currently. W broke this down
into systemati c and conpliance analysis. A system
anal ysis would really be referred to as your quality
assurance program what you are doing to maintain the
qual ity as you manufacture fromday to day. Quality
control or conpliance aspect of this is nore related to
what you are doing to neet GWPs. Again your larger firns
already are doing this in a very efficient manner and

we'll talk about costs here in just a few m nutes.
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A coupl e of exanples. |Is the proper feed being
delivered to the farnm? We know we have conpliance issues
of making sure that nedications are w thdrawn, the proper
time frame. Medications cost noney. W want to make
sure they're not delivered to the wrong farm W want to
make sure that they're not fed to birds being prepared
for slaughter. This is a conpany liability issue. Yes,
it's a federal conpliance issue but it's also a liability
that we make sure that our custoners are getting quality
pr oducts.

So we audit our feedmIls on a regular basis to
ensure that feed is being delivered as it's supposed to
be delivered, that it's the proper feed on the feed
ticket and that it's delivered like it's intended to be
done.

Fi ni shed feeds are al so anal yzed on a regul ar
basis at nost of our firns and when | say nost, |'d say
as an industry. Your federally licensed feedm || s--I
speak for nmy conmpany and for others--we have an
obligation to make sure that these feeds are being sent
out properly. Because ny conpany does not sell feed, we

do not have a label to maintain a m ninmm protein
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guar antee, for exanple, but we have a bird performance

m ni mum t hat we have to maintain. Birds needs to be
given the protein we designed for themto receive at that
time or they don't perform properly. W have to keep the
bi rds healthy and strong.

But froma comercial feed standpoint, those
| abel s, those m ninums have to be net on protein,
cal cium phosphorus, so there's a liability for al
conpani es that produce feed to keep it within those
m nimuns. So sanples are taken regularly, daily, of a
manuf acturing process to make sure that feeds are being
manuf actured properly, that they come out like they're
supposed to.

Also in a systematic approach, pellet quality is
mai nt ai ned and nonitored daily--tenperatures on the
pellet mll. The percent pellets in the feed is very
inportant if you're selling feed or if you' re producing
feed for your own stock. Feed quality is nonitored
regularly and these are prograns that are already in
pl ace.

IltemB. Is it formal--i.e., witten policy and

procedures--or informal? Again the common theme is
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i censed corporations that are taking the liability,
dealing with the liability of producing food products, it
is witten, it is formal, and there are policies and
procedures in place. As you filter on down to the on-
farmmxers | feel that it's not in place. As our group
di scussed, our state peopl e enphasized the progranms or
the | ack of programs and funding that they have to deal
with, so it is apparent that some of that is not
occurring on a small scale, not occurring on a | arge
scale on small farns. Does that sound a little better?

Iltem C. Would this involve training? Wat kind
of training would be best for this and how often? One of
the issues that came up toward the end of our discussion-
-this is a kind of nmulti-pronged answer, if you're
prepared for this--larger firns, additional training is
not required. Training is already taking place. At
feedm |l |evels quality assurance personnel are being
trai ned on a regul ar basis.

St ate operations, when they have personnel and
funds, training is taking place, but again there's a
maj or | oophol e that appears when you get down to the farm

| evel of on-farm feed m xing operations.
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We al so discussed a great avenue of university
extension progranms to help us in this training operation.
That becones a real significant input fromuniversities.
Provi ded they have the funding, and it appears that nost
do, extension services are a real strength to help with
farmers in dealing with these issues, whether it cones to
training and followup, but nost of the industry |I would
recommend to you is fully involved in training of these
prograns already.

| left off one of those prongs. Let ne bring it
up now. Item D, would this involve the purchase and use
of new equi pment and/or software? Consider this answer
for both industry and governnent.

We di scussed the word "this" in that sentence.
Does what involve the purchase of new equi pnent and/ or
software? Fromthe point of view of an established
conpany it would not involve any new equi pment or
software. It's already being done. Training and
education and conpliance is being nmet, so the answer
woul d be no. If it involves nore than what is being done
in an established quality control program then new

equi pnent and software may be necessary.
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We di scussed pat hogen |levels in feed and how
much of an inpact is that on the industry. If this
program wandered i nto pathogen-negative feed as an issue
for food safety, then that would require a significant
increase in equi pnment and cost for any conpany. And we
woul d agai n enphasi ze that we are a science-based
organi zation, that we make deci sions on these kinds of
t hi ngs based on science.

We di scussed somewhat the science behind
pat hogens in feed and how nmuch data do we have and how
much is in feed and how critical is it? You and | don't
eat hog feed and we don't eat poultry feed and we don't
eat these things ourselves. W feed themto aninmls that
are then processed and cl eaned and through educati on,
hopeful ly properly cleaned and cooked, but that question
does depend significantly on whether or not we wander
into that direction of pathogens.

Item E, the kinds of costs you think this would
entail. Consider this answer for both industry and
governnment. We arrived at a figure of about 30 cents,
25-30 cents a ton on a quality assurance program at a

feed conmpany. Those in our group arrived at that nunber
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as fairly representative of what we're doing right now
That's a significant cost if you' re not doi ng anything.
For those that are not involved in a quality assurance
programat all, that's a pretty significant cost.

If it expanded to a pathogen issue, a speaker
yesterday addressed the need to include pathogen or
Sal monel | a- negati ve feed from begi nning to end, including
the farmand we see this as a real concern to us because
we do not own these farms. Farnms are owned by
i ndi vidual s and we do not have control over how cl ean
they keep their farm |t becones rather redundant to
send out a sterile feed to a farmthat you and I know is
not sterile and it becones even nore redundant to realize
t hat whet her or not soneone gets food poisoning is not
dependent on feed; it's dependent on how they cook their
meat and take care of their own food source.

So the costs involved, if that was to becone
part of this program would definitely put many out of
this business altogether if that was to be driven.
suppose it could be done with nmany years of focus but it

woul d be a significant cost.
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F, G and H we skimmed through a little bit
lightly in our group. | will discuss Hbriefly. Are
current enforcenent tools adequate? | think we agreed
that as a group FDA oversight over our licensed feednmlls
at this tine is already lacking in funds, so if this was
to beconme part of a nore broad scope it would definitely
require nore funds and the current enforcenment would not
be adequat e.

That's really all that I have at this time on
items 2 and 4. |If you have questions, I'll be happy to
answer them Just one at a tine.

MS. DUNNAVAN: We do have a couple of m nutes.

I f any of you do have any questions you want to ask out

| oud, we've got people that will give you a m ke so
everybody can hear. |If you don't want to ask it out | oud
we do have a question and coment cards in your packets
and we woul d wel cone questions or conmments on anyt hing
you're hearing today that would hel p us.

Seei ng no hands, thank you very nuch,

| would like to, before you're conpletely off

t he hook here, | would like to ask group 1B if you had
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anything you wanted to--who's the spokesperson for 1B?
Are we in the roomyet? Okay.

Did you have anything that you wanted to add to
gquestion 2 or 4?7 Geat, okay. Thank you very nuch.

[ Appl ause. ]

MR. COSTIGAN: My nane is Tim Costigan with

Prince Agri Products and unlike Dr. Frost, | didn't
volunteer; | was volunteered, so a slight difference
t here.

You want us to do questions 2 and 4? Actually,
we did not do 2. Qur instruction was 1, 3 and 4.

4 is kind of along list. W have the sane
questions to answer but a thorough analysis of
manuf acture and distribution for each product, you know,
how much of this are you doing as a firmand how nuch of
this are you seeing during inspections of feed, et
cetera?

VWhat we're seeing out there is that there are
ri sk-based systenms in place for ingredients and for sone
of the suppliers. There's also formal and informl HACCP
bei ng performed at nunerous conpani es that are invol ved

in this. There's also conpanies doing GWs and expanded
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GWPs, but then there are also some conpani es who are
doing nothing. So it's a wide range. It's truly across
the board there.

Under the question of is it formal witten
procedures and policies, again sone have fornal
docunent ati on and sonme have no docunentation. So again
it's across the ganut there.

Question C, would this involve training, it was
a definite yes. It would involve training with industry,
with governnment, and everyone else involved in the feed
i ndustry, all the way fromthe suppliers through the
manuf acturers of the feed down to the |evel of where the
feed is actually consuned and then on to the processor,
so there would be training across the board there. It
needs to be on-going training. It needs to be training
that's specific to the sector that's involved, so it has
to be different for perhaps an ingredi ent manufacturer
than for a feed conpany than for someone who's feeding
cattle or feeding poultry, et cetera, and then to the
processors beyond that.

But truly they're looking if a systemis

conprehensive it has to involve everything fromthe
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sources all the way through where the nmeat hits the table
there, so to speak.

Woul d this involve purchasing of new equi pnment
and/ or software? That's a difficult question to answer
because again the needs are quite varied, but the ready
answer was that first off, if you're trying to control
situations there are some that are uncontrollable and
woul d require equi pnment to do testing prior to unl oading
of materials; for exanple, sone of the m cotoxin concerns
with feedstuff, with corn, et cetera. You're not able to
100 percent control that, so you would have to do
i nspection at the time of unloading, so a fast, cheap
assay nethod that's accurate would be a great help there.

There's other things that cannot be done that
way and you really have to work with your sources and
your suppliers to try and resolve those, but there would
be expenses according to trying to control those things,
keep those out of the system

Trai ni ng beconmes anot her | arge expense, both
personnel, adding personnel to take care of extra
requi renments, but also | ooking at Internet training and

then all the training materials being multilingual. So a
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nunber of the inspectors said if | take that information
down into a feed plant, if it's in English only a good
maj ority of the people we have to deal with won't
understand it; it has to also be in Spanish, perhaps in
German. So looking at nmultilingual training materials
and having training available. The university was one
application, also training for corporations through third
parties, et cetera, but those materials would need to be
coordi nated and then I'm sure there's a cost associ at ed
with that.

Question E was what kind of costs would this
entail? W started out by talking a little bit, so we
deci ded that probably the only consensus we were going to
conme to is that we're certain it wouldn't cost a few
hundred dollars. W assunme that it's not going to cost a
few thousand dollars. At a fewmllion dollars we had a
few people buy in. When you got up into the billion
dol l ars, nost of the people had pretty well said it's
somewhere in the mllions to the billions of dollars.

So it is very expensive and, in fact, all that

cost is transferred to the cost of the product going to
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t he consuner, so the food itself is going to have to bear
the cost of that.

Question F, what kind of assurances would you
need to establish to denonstrate this is functional ?
Woul d you need a consultant to hel p? Wuld you need a
third-party inspection to establish assurance? Wuld you
need on-goi ng sanpling prograns? And how woul d federal
i censing and registration hel p?

So answering all of those, we're | ooking at
obj ective evidence and docunmentation being the key things
that have to be in place. The governnent's ability to
redirect efforts to nonconpliant feed and farns woul d be
an advantage. It would be an econom c advantage for
conpani es to put progranms, conprehensive prograns in
pl ace.

So the econom ¢ advantage woul d basically help
you establish a program and then the governnent agencies
could cone through and review that program or third-party
conpani es could conme in and review that program and then
that information would basically save themthe trouble of

goi ng out and doing a very conprehensive study.
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If you're going to use third parties, they would
have to be linked to the regul atory agenci es and possibly
accredited by the regulatory agencies. | know the
regul atory agencies are sonmewhat apprehensive about
trusting the opinion of a third party and | can certainly
under stand t hat.

So the need there would be if a third-party
registration is brought in it would have to be accepted
both by regulatory and it would have to be effective for
the conpany that's bringing that party in.

And the question is sanpling necessary?

Absol utely and I think the question becomes how do you
direct your sanpling and your analytical efforts? And
that needs to be directed truly by the risk base. 1In

ot her words, if you're taking a risk-based attitude
toward your whol e protocol, you're going to be | ooking
for problens in the food and in transferring those back

t hrough the cycle until you find the source of that and
elimnpating it. So the use of sanpling and
testing to pursue those matters and to limt the exposure

is certainly where the dollars need to be spent.
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Question G how do you envision risk for both
human and ani mal health being introduced to AFSS? Shoul d
risks be identified by industry or governnment, or both?
We feel that the risks should be identified by both but
they need to be scientifically-based. Any decisions that
are made or anything that is pursued cannot just be
conjecture. It has to have a scientific basis and the
|l evel s that are set need to be realistic, and any source,
i ncl udi ng what ever the source may be, anything across the
boar d.

And al so there seens to be sone breakdown in
i nterdepartnmental agencies and sharing of data where
soneti nmes one departnent has data and the other one's not
necessarily aware of it. So opening up sone of those
channel s would certainly put this process on a faster
track.

And H, are current enforcenent tools adequate?
There was quite a bit of discussion on that one. The
answer initially was yes but then there were a coupl e of
conditions put upon that. One of them was that they
needed better communications. There are tools out there.

There are ways to pull those services together and to
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make those nore effective and to make better utilization
of the efforts both on an industry side and on the

regul atory side, but communications need to inprove for
that to happen.

The second thing was that there's a | ack of
enforcement in some situations where the governnent
agenci es do not have the ability to take action that they
feel is necessary so they said that they're a little bit
short on that end, as well.

| don't know if any of the nenmbers of the group
have ot her comments that | m ssed. Maybe none of them
showed up. I'mon ny own.

Does anyone have any questions?

QUESTION:. The mllions to billions, was that--I
didn't catch that. Was that governnent enforcenent or
i ndustry inplenentation and enforcenent?

MR. COSTIGAN: All the way across the board.
You know, what you're |looking at is the noney spent by
i ndustry. Everything is being transferred further up to
the suppliers, which is a good thing. You want to
elimnate it at the source. So as a feed conpany says

I"mno |onger going to test ny copper sul phate for this,
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this, this and this, that becones your responsibility.
The ingredient supplier takes on that responsibility,
passes that back to his supplier. WelIl, in the end, that
supplier is up-charging nore and it's passed through the
system

So no matter where the noney is spent for
addi tional inspection it will end up comng into the cost
of the feed, into the cost of producing that animl, and
into the cost of producing that food that goes onto the
table. The consunmer is the one that pays the bill in the
end and the cost associated with that can be quite | arge.

QUESTION: Won't that cost ultimtely be passed
back to the producer because the price paid at the
grocery store is based upon vol unme, not upon quality? So
it inmpacts backward into the producer's hands. You're
not going to get the consunmer to pay nore noney for a
commodity.

MR. COSTIGAN: And that's part of the problem
I f costs go up how do you control those costs? When the
cost of a programis introduced into your conmpany you
have to pay for that sonehow. You either pay for it by

passing it onto your customer or by reduced inconme. |If
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you reduce incone too far those conpani es go out of
business. If they go out of business, nore demand,
prices are going up

Eventually it has to be passed back to the
consuner. There's no way around it. There's not enough
fat in the industry--no pun intended--there's not enough
fat in the industry to be able to absorb a program of
this size without noticeable effect to the consuner.

Anyone el se?

QUESTION: | was in the first group and Tom
tal ked about 25 to 30 cents a ton as far as the cost.
VWhere that figure cane fromis that was a di scussion
Wi thin our group as to what conpanies, by and | arge feed
conpani es, are paying today or it costs themtoday to do
routine anal ysis of ingredients and finished products.

Now | ' m sure like in your business with sone of
t he assays you're doing that that cost may be a little
| ow when you | ook at routine analysis, but as we tal ked
about and as Tomrel ated, as we tal ked about cost of
i npl ementing nore specific prograns, feed safety
progranms, we didn't settle on a final figure as to what

that would cost but | think it's inherently believed that

M LLER REPORTI NG CO., |INC
735 8th STREET, S.E
WASHI NGTON, D.C. 20003- 2802
(202) 546- 6666



there's going to be a |ot of costs involved there to
devel op prograns, train people, and get those

i mpl enrented. But that's where that 25 to 30 cents cane
from

MR. COSTI GAN: And when we were addressing the
issue we were |ooking at it kind of broad-based and one
of the things that came up was what's required to make
the food source nore safe? That's really the answer that
we're trying to get to.

One of the things that was brought up was
aflatoxin is a risk. So when | have to do testing, how
do I control aflatoxin on corn comng into ny facility?
You know, there's factors that are outside of the
farmer's control and there's factors certainly out of ny
control when | bring that into ny plant, so | have to
test every load of that. The cost of that test is $6-7
per test.

Now anot her nore recent issue that came up is
di oxin. How do you know that it's in there, not in
there, and what's the cost of that test? |It's not $6 or
7 a test; it's $1,000 plus a test, so the inpact of that

is much great.
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Now how do you sort out all the other issues
that may come up that we don't know about? That's unsure
but what we know is that to put a risk-based systemin
pl ace, the mpjority of the conpani es have pieces of that;
t hey do not have that whole systemin place. To do that
and do that formally is going to cost noney and training
with every organi zation all the way through, retraining
of all the governnment inspections, kind of refitting them
to do a different type of inspection, and then everyone
| ooking at the way they do their job differently.

So the training costs there will be sizable and
that's a big part of that, as well.

Any ot her questions? Thank you very nuch.

[ Appl ause. ]

MS. DUNNAVAN:  Sone excellent information for
us.

Can | have group 3A, the spokesperson for 3A?
Are you in the roon? Can group 3A give us your
di scussion for question 4? |Is that the one with the
charts?

MS. COOK: That's the one with the charts.
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MS. DUNNAVAN: | snuck into this room and saw
the stuff they had on their wall. They had graphs and
charts.

MS. COOK: As you can see, we had really good
questions and as you can see, they did a nice job for us
and put themall in the same pl ace.

We had to address the identification and
i npl ementation of controls to effectively prevent
identified risks. In 3A-4 they wanted to know how nuch
was bei ng done by the industry or how nuch we were seeing
during inspections. They wanted us to give exanples, so
we'll look at that. They wanted to know if it was fornal
or informal. Wuld it involve training? 1t involves
training to hold this up. And would it involve the
purchase and use of new equi pnent and/or software; what
ki nd? Unlike ny predecessor there, it's going to cost us
sonet hi ng.

Ckay, for part A and the idea of controls, we
deci ded that the industry nust, as its first charge,
mai ntai n hi gh standards to respond to conpetition and to
reduce and elimnate liability concerns. These are

| argely formal instruments within the conpany. Most
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fol ks have prograns that have approved vendor lists, they
have purchasi ng specifications, their own quality
assurance program whatever that m ght be, standard
processi ng procedures for their operation, internal
audits, finished product specifications, sanpling and
anal ysis of finished products at given tines to confirm
and assure product acceptability. They have custoner
audits and first, last, and forenost they have to respond
to the needs of the custoner.

The second part of this question had to do with
woul d these exanpl es here involve training and we said,
of course, you have to train folks to do whatever it is
t hat you need themto do, but the training needed to be
attuned to the audience. |If it's the farnmer producer, he
needs to know certain things that the transporter doesn't
need to know, but the transporter needs to understand
what he's dealing with so that he can handle it properly;
t he supplier has to know what happened with the
transporter to make sure that he got the information that
he needed; the manufacturer needs to know what the
supplier did; the distributor needs to know what the

manuf act urer needs; the consunmer wants to have all that
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in a nice, neat package, but the enforcer has to know it
all, too.

The key here is that you're |ooking at a one-up,
one- back situation that we already deal with in nost
cases. |Is it going to cost sonething? You bet. Is it
going to take new equi pnment? Guaranteed. 1Is it going to
take new software? Yep, that and personnel, too.

Now sonme fol ks say well, no, it's not going to
bot her our industry, but every tinme you add a | ayer of
conplexity to regulation or as a guideline, you have to
| ook at new i ssues within your operation. W had a
really good coment that if FDA supplied a programthat
was uniform for reporting purposes, just |like they do for
the Tennessee Valley Authority on fertilizer, that that
woul d assist in industry conmunicating with the FDA. At
t hat point then you have consistent software.

But right now the resources don't exist to do
this at the state level, at the federal level or in the
i ndustry to perform sonmething that's consistent with
everybody else in the room The industry, as |I said
before, has already dealt with nost of these issues in-

house and they have something that they're doing that
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makes sure for themthat they' re not concerned about
product liability.

| think we heard just a m nute ago, too, that
the consuner's going to pay. Well, it's the consumer at
all levels. |It's the consuner at the farner level, it's
the consuner at the processor level, and it's the
consunmer at the end point of distribution.

You know what? You didn't ask us a question
where we had graphs. The next question was what ki nd of
assurance would we need to establish or denonstrate that
our program was functional? The first question was would
we need a consultant to establish that. W said probably
not but possibly so, that nost fol ks understand where
their critical control points are, even if they don't
call themthat. 1It's where the identification of risk
t akes pl ace.

Woul d we need a third-party inspector to
establish? Probably not but possibly so. A third-party
i nspection provides guidance that ought to let you know
what is going on in your facility that you m ght have
m ssed but in the case of a third-party inspection, the

FDA shoul d set the standards for that audit.
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Woul d you need an on-goi ng sanpling progranf?
Wel |, yeah, you need to have sanples to nonitor products
based on the risk. |If you're, for instance, supplying a
| oad of corn to a feed manufacturer, you'll probably want
to have a sanple of that to conpare to his sanples. |If
you're a farmer and your transporter's going to haul corn
to your distributor or to your feed manufacturer, you'd
certainly want to keep a sanple of that so you knew t hat
what he got to the plant was really what you sent.

We al so thought that the on-going sanpling
program woul d gi ve you an opportunity to | ook at the

uniformty of the product that you were nmaking.

And finally, | think--no, not quite finally--how
woul d federal licensing and registration of all firns
hel p? Well, there is an advantage to a uniform dat abase.

We found that out with the procedures around 589-2000
real quickly because we found that FDA had |ists of
conpani es that didn't exist anynore. W had conpanies
who were processing with rum nant proteins that we
weren't identifying when we initially started the
program so we found that there's a real advantage to

havi ng a uni f orm dat abase.
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However, you already have state |icensing
prograns in place and the bioterrorismregistration is
going to cone along and everybody in this room who deals
with handling, storing, processing or otherw se is
i nvol ved in food production is going to have to make sure
that they're registered with our good friends at FDA.

Now shoul d they share that information? You
bet, because that's a one-tinme registration. However, we
think that FDA has a problem because they're not given
current information every year, so we think the state and
federal groups need to work a |l ot nore closely together
to make sure that the information is current in all that
dat abase.

| think we have one nore short page here. Are
current enforcenment tools adequate? They sure are, for
t he current product-based system but they're probably
not adequate for processing systens. The fundanental
problemis that we are still a product-based country.
Processing controls are not built into our regulatory
prograns and you'll be anmazed to hear that | wasn't the
one that said that. W did decide, though, that if you

had mandatory controls at the product and vol untary
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controls at the process that you would find that the
current system of enforcenent works.

Any questions?

MS. DUNNAVAN: Can | ask the nenber of 3A if
t hey have any other coments they wanted to add?

QUESTION: Can | clarify sonething?

MS. DUNNAVAN:  Sure.

QUESTI ON:  You tal ked about the mandatory
controls of the product. What did you nmean by that?

MS. COOK: If you produce an adulterated product
you al ready ought to be prosecuted. The |aw says your
product will not be adulterated or m sbranded, so the
enforcenent is in place to deal with that. There's
nothing within a process control that says you cannot
produce an adulterated product. If you have the w ong
thing in at any step you could produce an adulterated
product. That's why we deal with finished products here.

Any ot her questions? Any coments? Thank you.

MS. DUNNAVAN:  And Nancy, would you just
i ntroduce yourself to everybody because we forgot to do

t hat .
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M5. COOK: |I'm Nancy Cook with Pet Food
Institute and formerly of the State of Virginia.
Sonetimes they like that; sonetimes they don't. | like
to prove that we have charts. W have decision trees and
we have don't spend any nore noney on a safety or risk
program than you can afford to get back from your
product. So there you go.

MS. DUNNAVAN: Thank you very much, group 3A.

Can | hear fromgroup 3B? B, will you do your
answer for us for nunber 3?

MR. TSIEN: [|I'm Arthur Tsien. | practice food
and drug law with O son, Frank and Wheeda but |'m here
with nmy AFI A hat on today.

Question 3, what are the benefits of having a
federal animl feed safety systen? The end goal, of
course, is a safer animal feed and human food supply. In
ternms of how we get there, we think under a federal
system we need to set and apply m ni num standards to be
applied uniformy across all segnents of industry and by
all segnents, | nmean commercial feed manufacturers, on-
farm m xers, transporters, and so on. This will be to

what we have often referred to as a | evel playing field.
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A set of uniform standards should lead to
i ncreased consumer confidence. As part of this, it wll
be inportant to educate the industry and industry
includes in this case producer groups. It will be
i nportant to educate regulators and this, in turn, wll
|l ead to an increased | evel of understanding of the
requi renents and what it takes to achieve a safer feed
and food supply.

As part of this, the regulations currently in
pl ace shoul d be reviewed and enhanced, where necessary.
Hopefully this will lead to preventing future food and
feed safety what we have called events, problenms. And
hopefully a uniformsystemw || provide a better basis
for foreign trade.

Questions, comments? Anybody from group 3B want
to chinme in?

QUESTION: Hi. This m ght be a question for
G o. In talking about creating a federal food safety
program where do you see the state progranms fitting in?
Do they go by the wayside? Are they there in addition to

t he federal progranf? What is the vision?
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MS. DUNNAVAN:  We woul d never, ever want the
state prograns to go by the wayside. You' re never going
to get o to say that. We rely very, very nuch on our
state regulatory counterparts. W're in this together
So I think any kind of systemthat involves the federal
has got to be in cooperation with our state counterparts.

How t hat would work | don't know yet and we
woul d, of course, welcome any input from both industry
and the states on how a cooperative programlike that
m ght work, but rest assured this isn't going to be
sonet hi ng that FDA does hanging out there in the breeze
by thenselves. We cannot do our job w thout the support
and cooperation of our state counterparts. [It's crucial
to what we are doing today and will be crucial to what
we're doing in the future and we woul d wel cone any
comment on how that m ght best work.

QUESTION: Certainly I would expect that to be
your answer and really, truly believe that that is what
you nean and that we have a good relationship but we
probably shoul d consi der the unexpected consequences. |
| ook at USDA with the neat and poultry prograns where

there is a federal system and unfortunately, sonetines
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states opt to get rid of their state program because
there is a federal program

So I'm not saying that will happen here but we
need to be cognizant of that fact.

MS. DUNNAVAN: Absolutely point well taken.

That is sonmething |I would hope would never, ever happen.
Currently under the current system we are wor ki ng now, we
rely very heavily on that cooperation with the states and
| just don't see that going away. That's a resource

i ssue for both of us and it's really an overall consuner
protection issue that you have both regul atory
authorities on the sanme page working together, rather
than tripping over each other or being counterproductive.

So that's a very good point and we need the nmake
sure we keep that in mnd in any future endeavors.

MR. TSIEN:. Since | used very little tine on
gquestion 3 let nme segue into a related point, which ny
group discussed at some length. In ny group there was
general consensus between the industry people and the
regul ators that there are currently problenms wth

unlicensed feedmIls, especially on-farm m xers, and that
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there needs to be a reevaluation of the current two-
tiered GWPs.

Now FDA and state peopl e working under contract
to FDA have authority to go inspect on the farm They
may not do so very often but they have the authority
under the federal Food, Drug and Cosnmetic Act to do that.

The concern is that state people working under
state law in some cases |ack that authority and there was
general consensus in our group that that authority needs
to be added under state | aw so that regul ators can get
their arms around on-farm m xers. We think that's
i nportant part that would greatly enhance the current
regul atory authorities.

Anyt hing el se? Thank you.

[ Appl ause. ]

MS. DUNNAVAN: Thank you very nuch, groups 3A
and B. Very good information again for us.

[ Wher eupon, at 12:03 p.m, the neeting recessed

for lunch.]
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AFTERNOON SESSI ON
[1:06 p. m]

MS. DUNNAVAN: Let's get started. |If | could
have group 4A? | know that a spokesperson for 4A--are
they in the roon? They were in the room a nonent ago.
Ckay. And 4A is going to answer question nunber 5, so
i ntroduce yourself, read the question.

DR. JOHNSON: As we go forward I'll thank Kerry
as our recorder and I'd |ike to nom nate our group as
best group because we had good input, we had good
facilitation, and no nedical assistance was required at
any point.

We were asked to answer nunber 5. You're
| eaving me? Okay, that's fine. There's one person in
our group | want to take off of that, okay? W were
asked to answer nunber 5 because we tried to tie nunber 5
back to 1, 2 and 4.

If we are thinking about a new ani mal feed
safety system if, we were not prepared as a group to
assume the current one's broke. Can it be inproved?
Absolutely. Does it totally need to be disregarded?

Absol utely not. So to assune that we're going to have a
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new feed safety programis not necessarily sonething we
were going to accept carte blanche, okay?

And there's a lot of things that went into that.
Size matters. As we tal k about a possible new system is
it going to be the sane for everybody? Is it going to be
the same for an on-farm producer or a multi-national? 1Is
it going to be the same for a dairy producer as it is for
a swine producer? So there's a lot of things in there
t hat when we cone to thinking about a possibility of a
new systemthat we want to tal k about.

Facility type we tal ked about. Public health
i npacts. As we talk about all the control steps--and our
nunber 4 question was controls used to nonitor the
critical steps--when we | ook at the HACCP systens, the
maj ority of those becanme not instantaneous but
information that we could nake on ingredi ent usage, et
cetera, et cetera. But historical data is inportant when
we start tal king about pathogenic health and the human
popul ati on and that was pointed out very eloquently in
our group, that we don't want to forget the collection of

hi storical data that we can use across the board and t hat
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probably plays nore inportance into the food safety than
it does in real-tine animl feed safety.

We hear a |ot about 1SO-1ike prograns. We hear
a | ot about HACCP-I|i ke prograns. |If you're going to
spend the noney to do an ISO-|like program do ISO |If
you're going to spend the noney to do a HACCP-Ii ke
program get HACCP-certified because it's a self-
fulfilling death wish, in ny opinion. You wll have a
problem It will have a problem and you' ve got a problem
because you were 1SO-like; you weren't 1SO. W' re just
asking for it from consuner confidence that if we are
going to go down those types of roads we'd better be very
confortable that we can justify and that we can verify,
that we can contri bute the reasons to why we were | SO
|i ke or HACCP-1ike and didn't go through with those types
of verifications.

Si nce you asked, |I'mgoing to give you our
uni quesses on the other questions. W wanted to get into
sone of the uni quenesses real quick when we tal k about
| ooking at other prograns and if the possibility exists
of creating a new one. Don't forget about international

prograns, particularly Canada. To ask multinational
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conpani es, conpani es that have feedm|ls on one side of

t he border that go on the other side, or vice versa, to
ask those conpanies to operate under two uniquely
different systenms is going to be tough. If we

manuf acture in the United States and have to go into
Canada, that is going to be tough. [If we manufacture
under a certain systemin Canada and can't bring into the
United States, that's going to be tough.

Li kewise, if we're trying to make a product for
export, to put a systemin place that's going to require
a grossly different change to get a product that's
acceptabl e for export out of the United States, that's
going to be tough, as well, and unfair. So as you | ook
at these different systens, don't forget about the
international and the nultinational usage across that
one.

Conponents of a system since you asked and |
appreci ate that--science-based, science of risk-based
deal, flexibility. 1It's got to be a flexible program
Vet her we want to tal k about species or we want to talk
about uniformty or whatever, it's going to have to have

sone flexibility init. [It's going to have to be
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enforceable. It needs to be comopn sense-based. If we
get too far out it nmay be there but it's not going to be
used to the extent or bought into to the extent that we

want it to. So it's got to be conmon sense.

It's got to be affordable. It's going to have
to carry diversity, certification. It needs to be
under st andabl e at the sinplest point. It needs to be

tailorable or scal eabl e, depending on your size of
operation, and it nust have sone plausible tine

i npl enmentation tine line init. You know, how long is it
going to take to cone up to speed?

We want guidelines for mnimumentry and we'l]|
tal k about sone of those real quick here. You know, what
is the entry level? You can go past that but what is the
mnimumentry level? 1s it species-specific? |It's going
to have to deal with education, it's going to have to
deal with cost/benefit evaluation and certainly public
awar eness and outreach. So there's a lot of things in
t hese progranms that we have to consuner as we go on

Mnimumentry level. W would say things |ike
sonme sort of drug inventory reconciliation. Now whether

that's daily on a | arge comerci al manufacturer or weekly
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for an on-farm m xer who's using just premn xes or
sonet hing, sone sort of drug reconciliation. Probably
sonme sort of sanpling on the finished feed, as well as
in-com ng ingredients and transportation-type sanpling
and that really is probably the m ni mum standard t hat
woul d be feasible in any system and we're al nost there
t oday. So the current systemisn't necessarily broke.
There's a | ot of other things we can do, whether
it's labeling and tagging, fornulation verification,
sequenci ng, m xer validations--we tal ked about that as
being a m ni nrum standard. Ingredient tracking. If we
went to total traceability and bar-codi ng, we have an
extrenely expensive inplenentation process ahead of us
and then the billion dollar estimte gets to be sonmewhat
real and for the smaller conpany or the smaller on-farm
producer there are going to be sonme huge obstacles to
t hat .
Enpl oyee training. W had a good discussion on
enpl oyee training in terns of where do people fit in this
thing? You know, how nmuch noney are you going to

schedul e or are you going to budget for enpl oyee training
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and enpl oyee input? So we really want to be sure that
t he people get taken care of on this deal.

Formal versus informal training--1 think that's
goi ng to depend upon the size. W don't expect to see a
farmer-feeder ask his son to sign sonething that he was
educated on how to feed those cattle. W're going to ask
one of our mxers to sign sonmething that he was educat ed
but we're not going to expect a farnmer-feeder to do that.
So it needs to be really based on size, formal training,
et cetera, and where it comes from

Then 4D was in ternms of--the purchase of new
equi pnment or the use of new software, et cetera.
Probably not in the m nimum sense of the word. There
probably should be entry |evel guidelines that you could
get into this that wouldn't require a lot of financial
capital outlay, all the way up to dependi ng upon how big
you are, how nuch you wanted to do this, you could spend
just | oads of nmoney, but it is going to require extra
personnel, particularly training. Can the FDA train them
and educate them and everything else? That's going to be

tough. And then sanpling prograns, test kits, et cetera.
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Dependi ng upon the guidelines, the cost of this is going
to be uni que.

We also talked quite a bit about the use of
consultants. |If consultants nmean outside paid help, not
necessarily. |f consultants nmeans conti nui ng educati on,
absolutely. You can go to the web and get information.
You can do a |ot of things but it doesn't necessarily
have to require outside people to do that. Then third
party, we always like third party.

Then think about sanpling. W think finished
feed sanpling should probably be decreased, in-com ng
i ngredi ents probably increased. W certainly want to
tal k about validation and verification and in particul ar,
tie that back to exports.

That's pretty nmuch it but again we're going to
end on the fact that we're not necessarily ready to say
the current system s broke but it can be inproved. |
guess that's a fair question that we really coul dn't
answer in our group. Has an animl feed safety system
been mandated and is it a foregone conclusion that we're

goi ng to have one?
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MS. DUNNAVAN: Do you want to introduce
yoursel f?

DR. JOHNSON: | do not want to introduce nyself.

Kerry Krom of United Feeds and Bruce Johnson of
Ri dl ey.

MS. DUNNAVAN: Thank you very nmuch, group 4A

[ Appl ause. ]

MS. DUNNAVAN: Did anyone else in the group want
to coment? Pretty conprehensive. Thank you.

| just want to comrent that the question you
asked at the very end, |'ve heard that many times during
this meeting and I think as Dr. Sundl of said at the very
begi nning, we're looking for input fromyou. W're not
at the point of mandating anything. W're talking right
now about a system-what it would entail, what it would
| ook |i ke, what kind of information we need to hear from
you.

So that's the kind of information that's
inportant for us. Do you think it should be nmandatory?
Do you think it should be voluntary? Those are the kinds
of things that we're seeking fromyou. So if you had

t hat question and you have a burning thought on that
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guestion and it didn't get conveyed today, please include
that in witten comments to us on your connent cards that
are included in your packet. |It's inportant information
for us to hear and factor in in our future endeavor in
this project.

Group 4B spokesperson? And |let's hear question
3. And if you have any other comrents your group wants
to make, you can do that, also. Introduce yourself and
read your question.

MR. WAWRZYNI AK:  Hi. |I'm Steve Wawr zyni ak and

earlier | heard everybody tal k about how they got

selected to be the reporter. | just thought we' d draw
straws and as it turned out, | was the short straw

On a serious note, as | | ooked at the | ast
couple of days and | was talking to Go earlier, | think

we all could say thank you, 3o and George. You've
brought a trenendous broad section of talent and

di sciplines fromindustry and acadenic, the regul ators.
| was al so very pleased to see the CDC here and to hear
sone of their perspectives. So that was pretty
significant and kind of neat how you brought that

t oget her.
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So |'ve been asked to give the input that our
group had on number 3. What are the benefits of having a
federal animl feed safety systen? And nunber 5, in
concl usion, are there any additional thoughts or comments
this group would |like to convey to FDA regardi ng an
ani ml feeding systenf

Well, since | was the short straw, I'mgoing to
give you ny Polish interpretation of ny notes here. So
the benefits, and |I've kind of conbined both questions if
you bear with ne, what | did is | just took sound bites,
if you would, some coments that were made and kind of
conbi ned themin kind of a unique order.

Sonme comments were the benefit is it'll provide
uni form and consistency but it has to be flexible.
Enf orcenent has to be consistent and firm but enforcenent
has to be understanding and we need exenpti ons.

The bad guys, they should get the hammer but the
good guys, we'll get the hamrer, too.

Federal progranms would have to be broad and they
woul d have nore consistent prograns and nore power. But

what about the federal progranms and the inpact they would
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have on states' rights and the fact that they may ignore
sone of those states' rights?

It would save noney; it would cost mllions.
Some conpani es already have and conply with nost of the
progranms. We have SOPs and HACCP and I SO. Sone
conpani es don't have anything to conply w th.

Feed safety systemtraining is very critical and
significant, nore significant and beneficial than just
maybe the regulation itself. It wll nmean everything
woul d have to be docunented. Not everything has to be
docunent ed, does it?

We need to have farm m xers consistently
i nspected and regul ated or the program that neans
that' |l happen. FDA has the authority but not the
resources. |It's not a regulatory priority and may not
even be politically advisable.

Federal regul ations need to be doable. W do
not want to set up people for nonconpliance. W need not
to be overcautious and not be in denial of a feed safety
system W also need to be cautious about
overexpectations of the benefits of a feed safety system

That's it.
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[ Appl ause. ]

MS. DUNNAVAN: Okay, you're not going to get
away quite that easily.

| want to nake sure first if anybody from group
4A or 4B has anything they want to add to your
spokesperson's comments. And are there any questions
fromthe audi ence for group 4A or 4B? Here's a question
in the back.

QUESTI ON: For 4A, you tal ked about the system
working pretty well and that it could obviously use sone
tune-ups. M question basically relates to your group
and maybe sonme of the other groups would want to comment,
as wel | .

Was there any particular area that you saw t hat
t he consuner today is at risk due to our feed safety
systens that are in place already?

DR. JOHNSON: Excellent question. W tried to--
and |'Il ask the group to help me on this a little bit--
we tried to think about this it relates to ani mal feed
and food safety. Safety risks within aninml feeds kind

of have a way of self-regulating thenmselves. If it's
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toxic to the animl, the animl doesn't go very far, so
it kind of is a self-regulating situation.

Wthin our particular group we got into the
di scussion nore as it relates to pathogens and | think
sonebody tal ked about you can take sterile feed out of
the feedm ||l but it's going to be recontanm nated, and the
pat hogen flow, and that's where the comments fromthe CDC
came in in ternms of historical data does have significant
benefit.

Probably where we've found the weaknesses in the
current systemis probably enpl oyee training and enpl oyee
enpower nent. You know, who in your system can say stop,
this isn't what it needs to be?

Group, help ne out here. They all left the room
like the last time. Jinf

PARTI CI PANT: The on-farm m xer-feeder is the
weakest link because it's the |east regulated and the
nost likely to cause a problem from poor education or
enpl oyees or whatever.

DR. JOHNSON: Did that answer you adequately or

you want nore? G eat.
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QUESTION:  If I could just add sonething? |
t hi nk what you said is correct and it was a wonderf ul
gquestion. |s the system adequate for our current needs?
Most |ikely, yes. Anything can be inproved. But | think
at the beginning of the neeting we talked a little bit
about bioterrorism Should we just be thinking in terns
of our current needs or what happens if there is a
bioterrorist attack? WII| our system neet those needs?
That's perhaps what we should explore a little bit.

DR. JOHNSON: That's a good point. | |ike that
t hought. We did not talk about that but in terns of
di saster recovery or sonmething like that, that m ght be
sonmet hing a system coul d address as such--you know,
what's mni nun? M ni num record-keeping, things of that
nature. We didn't go down that road. But current |SO
systens, current HACCP systens, et cetera, do cover a |ot
of that in terns of policies and procedures. Good point.
| thought | got out of here.

QUESTION:  One of the things that we tal ked
about in our group as far as a weak |ink was past the
actual manufacturing at the grower, if you will, or the

dairy and that's culled cattle and it's the truckers-

M LLER REPORTI NG CO., |INC
735 8th STREET, S.E
WASHI NGTON, D.C. 20003- 2802
(202) 546- 6666



haul ers after that point. Wen you have a culled dairy
cow that you've shot up with unpteen doses of penicillin
and just enough that it can walk, that's where we thought
the weak part is as far as the human food supply, or one
of them

DR. JOHNSON: | agree. That wouldn't
necessarily be addressed in an aninmal feed safety system

QUESTI ON: Why?

DR. JOHNSON: VWhy? Wiy not? We're talking
about injectables versus feed.

QUESTION: It still could be the nmedicated feed,
too. | nean a |lot of--

DR. JOHNSON: It could be. That's exactly
right, on withdrawal. Current system-is that a question
of an i nadequacy of the current systemor is that a
question of enforceability of the current systenf

QUESTI ON:  Good poi nt.

DR. JOHNSON: Fair enough.

MS. DUNNAVAN: Thank you all very nmuch. Very

good di scussion. Thank you, groups 4A and 4B.

M LLER REPORTI NG CO., |INC
735 8th STREET, S.E
WASHI NGTON, D.C. 20003- 2802
(202) 546- 6666



Let's hear from 6A. Do we have a spokesperson
for 6?7 Let's do question 4. Just introduce yourself for
t he record.

MS. BARRELL: | was going to say | was probably
the short straw. |'m Regina Barrell. |I'mwith the FDA
Denver District and I was going to say | have a pin that
says "I'mfromthe governnent; |'mhere to help you" but
| figure all of you wouldn't quite get that joke.

Qur group, question 4A, had to deal wth
recordkeepi ng and system validation. W discussed it as
far as--there was a little confusion because we weren't
totally clear on whether we wanted recordkeepi ng as one
subject and then validation of systens as another, but we
deci ded the question dealt all with recordkeeping. So we
attacked this |looking at it fromthe types of records
t hat need to be kept and the training that needs to go
along with it.

4A was how much of this are you doing as a firm
ri ght now or how nuch of this are you seeing during
i nspections of feed and feed ingredi ent manufacturers?

So what we did was just |ist sonme of the knowns that we

have out there as far as what people are doing.
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Obviously the first one that cane to m nd was
the GWs. General business, and by that we mean general
busi ness records, that would include invoices, that type
of buying and selling invoices. Quality of records that
m ght be kept as far as analytical records or sone of the
ot her types of records such as in-com ng inspection
records that would be done. HACCP plans, |SO training
records, SOPs, MSDS sheets, analytical records, and then
transportation records.

So these were pretty nmuch what we had t hought of
as far as what recordkeeping that firms are normally
keeping and the type of things that nost businesses,
dependi ng upon the scale of the business, would have sone
of this. Obviously not all of them would be found in,
say, a small farm operation but | think npost |arge
busi nesses woul d have quite a few of those.

4B asks as far as recordkeeping, are there
formal witten policies and procedures or informal?

Agai n our group recogni zed that because you have such a
wi de variety of businesses it can run the ganut.
Basically if you're a |arge operation we would expect to

see formal witten procedures and have witten policies
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but if you're a small farmoperation it my be word of
mouth. And | think other groups had touched on this as
far as it my be a famly-run business, that you woul dn't
expect to see as many witten policies and procedures.

So it varies a lot by the segnent and that was,
| think, the biggest thing that came out of our group,
was that to have any kind of regul ations that enconpass
all types of industry and all sizes is going to be
difficult.

Ckay, this question was would this involve
training? Wat kind of training would be best for this
and how often? This was a fairly good di scussi on because
even though all it says here is yes, obviously we figure
that there will be training necessary, but we tried to
think of the best way to go about training people in
recordkeeping. Again the sane thing cones back--various
segnents at various |levels. Sone industries, sonme
busi nesses are at a very high level and there wouldn't be
a lot of training necessary to teach what type of records
need to be kept and how to do them Obviously sone firns

are not at that |evel.
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We did agree that a joint educational program
woul d be the best way to do this, to have an FDA i ndustry
state-wi de training where everybody hears the sanme thing
at the same tine. So we were | ooking for a standardized
type of training where hopefully everybody hears the
message together and the understanding is done at that
| evel .

Cbvi ously if you have new enpl oyees or new
responsibilities we would expect training to occur. W
need to have the process, including the reasons, and by
this what was stated is people usually follow things if
t hey understand why they're doing it. [If it's just a
bl anket thing that you need to keep records and they fill
in the blanks and have a stack of records, the person
doesn't quite understand why that record is inportant to
keep. So we want to enphasize that the whole issue here
is food safety and the fact that you need to keep these
records is to ensure the safety of that product once it's
out the door and beyond your control--not beyond your
control but once it |eaves your preni ses.

There was al so a big consensus that inspectors

need to be trained and need to know the operations of the
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types of facilities that they're going to be inspecting.
Again this kind of goes back to this joint educational
process where we have a group consisting of both industry
and regul ators.

Consi stency? Obviously the training should be
consi stent so that everybody hears the sane thing,
uniforminterpretation and identification of key
el ements, again going back to the fact that not
everybody's the sane and you have various types of
producers, everything from nmedicated feedm|Ils down to
on-the-farm bl endi ng operations. There should be key
el ements that are common to all of them and obvi ously
sone elenents aren't necessary to be kept but other ones
we figure should be kept by everybody.

4D. The next three questions we got kind of
| ost because it all depended upon what your situation was
inthe first two. Wuld this involve the purchase and
use of new equi prent and/or software? Obviously it
depends on your operations. |If you' ve got a very conplex
i ndustry or you've got a conplex facility that does a | ot
of different things, you've got conputerized equi pment

and processes, obviously you may need to buy conputer
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equi pnent and have software that keeps track of things.
If you're a small operation, probably not. So
recordkeepi ng can be anything froma pencil and paper up
to a large conputer system

4E, what kind of cost do you think this would
entail? Again it kind of goes along with the first
guestion. It depends on what we're |ooking at. |If
you' re an operation that's conpl ex and maybe you're not
conputerized, it'll cost a lot to get you to the point
that you need to be at but if you don't need to keep
that, if you're a small operator, independent operator,
per haps the cost wouldn't be that great. W have the
sanme answer every question--it depends on the firm

What kind of assurances would you need to
establish to denonstrate this is functional? Wuld you
need a consultant to help you establish this? Wuld you
need a third-party inspection to establish assurance?
And how woul d federal |icensing and registration of al
firms hel p?

This one we really kind of fell apart in finding
an answer for because again there's such a w de variety.

| think this is true for a lot of the different aspects
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t hat everybody tal ked about but dependi ng upon what your
needs are and what your processes are, it would depend.
We really didn't get into a big discussion of that one.

And | guess 4G, how do you envision risk, both
ani mal and human health, being introduced into AFSS?
Should the risks be identified by industry or governnment
or both?

In this case we felt the answer to both of these
guestions is that both the federal, state and industry
need to identify the risks. W don't believe one can
identify the risks alone, and we actually think that it
shoul d be done jointly, together.

And the | ast one, are the current enforcenent
tool s adequate? This, | think the |ast group nentioned.
Enforcement tools need to be applied to all segnments to
ensure the food feed safety on a risk assessnent basis
and that was a very inportant thing, that we wanted
everything to be science risk-based, that there's
grounding for it and obviously apply it across the board
so one industry wouldn't be singled out or one size
i ndustry wouldn't be singled out.

So | think that was it.
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MS. DUNNAVAN: Does anybody el se from group 6A
want to add anything? Does anybody have any questions
for 6A?

[ Appl ause. ]

MS. DUNNAVAN:. Thank you, Regi na.

Let's hear from group 6B. Spokesperson here?
| ntroduce yourself and just do question 4.

MR. ARENTSON: Hi . M nane's Bruce Arentson
wi th Kent Feeds |ocated in Miuscatine, |owa.

We're dealing with question 4, with
recordkeepi ng and validation of the system As we
started thinking about validation we had two different
interpretations of what validation is. W had one side
said well, validation is making sure the system works
bef ore you start doing the systemor performng the
system The other side says well, it's kind of the sixth
step of the HACCP program

So we just ended up saying it kind of includes
everything fromnonitoring to maki ng sure the system
works and tried to put that into our answers to these
questions. So we've answered nunmber 4 with recordkeeping

and val i dati on.
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How much are you seeing during the inspections?
Well, we don't have a lot to add to this. The medicated
feed manufacturers have a very significant anmunt of
docunment ati on and recordkeeping that includes the
prohi bited material and nonprohibited protein records,
transportation records, good manufacturing records, and
al so they would have just regular accounting and tax
records.

But we al so have to give the |ivestock producers
credit, too, because we | ooked at this fromthe eyes of
that we would have this feed safety system throughout al
the industries, including the producer, the small on-farm
m xer to the large on-farm m xer to the crossroad mlls
to the large feed manufacturer nulti-plant manufacturer
and a |l ot of these |ivestock producers do have a
significant anount of records, feed records that they
have docunmenti ng what nmedications they're using, what
sorts of products, ingredients they're using in these
products, and the actual amount of feed that's used. |
think that's true for the pork, beef and poultry

i ndustri es.
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As far as how many are you seeing in validation?
Well, that depends. [It's just everybody uses validation
or has sonme sort of validation down to nothing as far as

val i dati on.

Conpl i ance issue. 6B. Is it formal or witten
policy and procedures? Again it's all over. [It's both
formal; it's also informal and it depends a |lot on the

firmsize and/or corporate oversight. A lot of the
mul ti-plant corporations do have people who are
specifically in charge of the recordkeeping and

val i dati on procedures.

So we go on to would this involve training? As
far as recordkeeping is involved, yes. It's a sinple
answer. \What kind would be best? WeIll, we have on-the-
job training, we have position standard operating
procedure training defining exactly what that position
does. We have quality control, quality assurance
training, witten recordkeeping training procedures,
managenent training.

So if we have a new system a feed safety
system there's going to have to be a training mechani sm

set up to train the managenent people to train the
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ot hers, the actual workers in the plant, and that coul d

i nvol ve on-line or CD-ROM material, it can involve
uni versity extension services--I think that's been
mentioned earlier. Producer groups--the National Pork

Producers, National Cattlenmen's Association could be
i nvol ved.

Then as far as recordkeepi ng, the group thought
t hat maybe FDA coul d have tenplates of the records that
woul d be needed by all different aspects of the industry.

And there was sone thought that if we're going
to do the system and this is just a thought that was
thrown out, that it could follow something simlar to the
pl ant pesticide licensing that is involved in using the
pesticides that are out there. So that could be one type
of training mechanism But again it all depends on what
we're going to use in the system and risk assessnent and
that risk assessnment, fromwhat | understand, is still a
bl ack box. What is risk in this type of operation nay
not necessarily be a risk in another aspect of the
i ndustry.

And the training is going to be continuous,

especially as you have new enpl oyees, and so on. And
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again the training's going to depend on the risk
assessnment.

D, the purchase of new equi pnent--mybe. |If the
FDA is going to have oversight of the whole feed safety
then there's going to be a trenendous amount of resources
i nvol ved--of people, cars, conputers and training,
contract costs if they contract with the state
departnments of ag to do that, down to maybe just sone new
equi pnent, dependi ng on what type of programis set up.

VWhat kind of costs would be involved? Again if
there's a third-party certification process set up
sonebody's going to have to pay for that third party to
provide the training to the different parts of the
i ndustry--the transporters, the producers, the cross-road
mll people, and so on. |If the governnment is going to do
it, provide oversight, enforcenent, there would be
i ncreased personnel, again possibly conputers and
equi prent. And, of course, there's going to be industry
training costs that will be involved in this.

F, what kind of assurances would you need to
establish or denonstrate this is functional? Wuld you

need a consultant to help you establish this? Again we
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ended up saying it depends on the risk assessnent, that
ki nd of black box--what is risk assessnent? |It's going
to be different probably for all different parts of the
i ndustry. So the questions for F, | think we ended up
saying it depends on risk assessnment, depends on risk

assessnent, on-going sanpling. That question was in

there and yes, but sanpling will depend on risk
assessnment.

Federal 1icensing--how would federal
licensing/registration of all firnms help? | guess we

have major firms, yes. Mjor firnms would be required
probably to be licensed, as they are now. Then who el se
woul d be required to be licensed? That would be a good
question. It would probably depend on risk assessnent.

How do you envision risk assessnment being
introduced into the animal feed safety systen? Ildentify
by industry or government or both. As previous people
said, both involved in this and probably other governnent
agenci es would be involved, such as CDC, USDA, EPA, FDA,
and Honel and Security.

Are current enforcenent tools adequate? W had

quite a discussion on this and we were pretty heavy in
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the regul atory people who are involved in this and
basically they said no, but it depends. It depends on
how much the state partners are involved. Their concern
is at the federal |evel things don't always nove quickly
enough but if there's a state involved where they can
partner in enforcenent, then it can nove a little quickly
because the federal do not have stop-sale authority.

Oh, and then there was one other comment. If we
had a good program why would we need the state
counterpart to be involved in feed safety? But of course
we' d probably need them | think the group said that--

QUESTI ON:  That was Oregon, by the way?

MR. ARENTSON: But, of course, they would be
needed for enforcenent.

So that pretty nmuch answers our question on 4.
Any questions?

[ Appl ause. ]

MS. DUNNAVAN: Thank you very rmuch.

Just a little housekeeping. For all of you,
your flip-charts, we want to keep those flip-charts.

Make sure you | eave those with the scribe. |If you were a

scribe for a group, make sure you wal k out of here with
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the flip-charts for your individual group because we do
want to keep those and review the information that you've
put on the flip-charts.

Let's hear fromgroup 2A. | know you think
forgot you because we' ve gone past you. Do we have a
spokesperson for 2A? G eat. Introduce yourself.

MR. O HARA: M nanme is Richard O Hara and
come from Farmers Cooperative here in Frederi ck,

Maryl and, just about an hour and a half north of here,
and we're doing 2 and 4.

Question 2 was what do you think are the basic
el ements of an aninmal feed safety system renmenbering
that this is or will be for all feed and feed
i ngredi ents, comrercial manufacturers, distributors and
on-farm m xers?

We spent probably the nost tinme on this one
guestion and we went down through the question and, as
was nentioned earlier, cane to the conclusion that the
HACCP approach really covered everything pretty well and
fully agreed with the seven elenents in that. W even
went down to the point of what the different itens were,

broke it down into chenm cal, physical, biological and
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TSEs and which of those carries fromthe animal to human
consunpti on.

But in the end, after all of that, we canme up
with three easy key elenments to an animal feed safety
system and that was to make it easily understood, easily
measured, and easily enforced. So half an hour's talking
into three lines. But like | said, we broke it down
bet ween ani mal and human, made it chem cal, physical,
bi ol ogi cal and TSEs and then what would transfer over,
but in order to have an effective system or basic
el ements--and it's asking for the word basic--easily
under st ood, easily neasured, and easily enforced.

Then for question number 4 our specific domain
for question nunber 4 was the identification of risks
associated with the process and the product. So for
question A, how nuch of this are you doing as a firm
ri ght now and how nuch are you seeing during inspections
of feed and feed ingredi ent manufacturers and
di stributors, and give sone exanpl es.

We |isted down through point of sale,
certificates of sale, records kept for drug

adm ni stration, ingredient records, witten
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specifications, supplier credentials, sanmpling, testing,
and written plant procedures, and this was throughout the
entire group. Qur group was about split in half between
i ndustry and regul atory.

As far as B went, we kind of fit A through E all
into one lot. For B it was both. In our group we had
bot h people who were working on a formal level with
witten specifications, with witten letters, as well as
t hose who are on a nonformal |evel or an informal |evel.

As far as new equi prent, we were | ooking at this
fromthe standpoint of the firnms that were in our room
and no new equi pnment was necessary; this is already
t aki ng pl ace.

As far as increased cost, there was no
addi ti onal cost necessary because these things were
al ready taking place.

And training was going to be necessary but for
t hose who al ready have this installed there was no new
training necessary there. One nenber of our group did
mention that there was training biannually and for new

enpl oyees if | renmenber correctly, and this is sonething

M LLER REPORTI NG CO., |INC
735 8th STREET, S.E
WASHI NGTON, D.C. 20003- 2802
(202) 546- 6666



that we tal ked about but as we say, if it's sonething
previously installed, then nothing new is required.

What kind of assurances, for question nunmber F,
woul d we need to establish or denonstrate that this would
be functional? W cane up with testing, recordkeeping,
measurenents, internal and external audits, and
occurrence outcome sol utions.

Agai n we kind of meshed F, G and H together
there as far as our vision of risk. W put it as a
sci ence-based risk assessnent and definitely not limting
it to a precautionary principle. W listed out sone of
our ideas of risk, which were human ill ness and human
death, animal illness, aninmal death, econom c inpact and
ani ml performance | evels.

And the answer to question number H was--the
guestion was are current enforcenent tools adequate? And
we said no originally and changed that to a yes with a
subt hought to nunmber 5. That was that the tools are
adequate but the enforcenent with the authority in sonme
states is not. Sone states do not have the authority to
pursue enforcenent where sone states do. So it's not

even across the board. Also, with the idea that industry
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should be a primary driver in this conpliance with the
governnment, and that went back to our three steps in the
begi nni ng--easily understood, easily nmeasured, and easily
enf or ced.

Any questions?

QUESTION: Did you say that you supported a
precautionary or you were opposed to a precautionary
approach?

MR. O HARA: Opposed to precautionary only.

QUESTI ON: What was your point on anim
performance?

MR. O HARA: That was as a risk assessnment, what
was our definition of risk, and that was one of those--
the risk of animal performance in regards also to human
health and human ill ness, animal death, animal illness,
econom ¢ i npact and the animal performance itself. An
ani ml doesn't have to be ill to not produce mlk or to
not lay eggs as efficiently as it could otherw se. That
was our assessnent of risk, sonme of our definitions of
risk.

Any ot her questions? Thank you.

[ Appl ause. ]
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MS. DUNNAVAN: Thank you very nuch.

Can | just ask the | ast questioner, you have a
very puzzled | ook on your face. Do you have a follow up
guestion for that?

QUESTI ON:  Maybe just a foll owup comment.
think 2B took a different position on economc
performance versus food and feed safety. W thought they
were quite different, so we discussed that and put that
out as not being part of a system

MS. DUNNAVAN: Are you the spokesperson for 2B?

QUESTI ON:  No.

MS. DUNNAVAN: Okay, thank you very much. Any
ot her comments fromthe rest of the group?

Ckay, how about 2B? Be sure and introduce
yoursel f and you're going to do 3 and 4.

MR. JONES: Hang in there, guys. It's al nost
break time. M nane is Ben Jones and I"'mwith the Ofice
of the Texas State Chem st and was the | ucky one to
beconme the spokesperson for 2B.

We have been asked to | ook at questions 3 and 4.

We had a fairly vocal group once we got going. | want
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you to know that all of the opinions |I'm about to express
are not necessarily ny own.

Number 3 asks what are the benefits of having a
federal animl feed safety systen? We took a two-pronged
approach to this. W did |ist sonme benefits and |1
tal k about those nonentarily, but we also |isted sone
di sadvant ages that we thought m ght be associated with it
and rather than put that into nunmber 3, we rolled it down
into nunber 5 but | think it's inmportant that | stress
t hose, as well.

We'll start with the benefits. Uniformty,
whi ch has al ready been nmentioned here, uniformty of the
system across the states and the nation certainly was
one. A national perspective versus a |ocal perspective
with regard to animal feed safety and the resulting human
food safety. It was felt that it m ght be potentially a
better funded project if it was done at the federal |evel
versus state level, since so many of the states have been
havi ng budgetary problens in the |ast few years. It
m ght be nore specific to task. There could be sone

i ncreasi ng consuner confidence that resulted out of a

M LLER REPORTI NG CO., |INC
735 8th STREET, S.E
WASHI NGTON, D.C. 20003- 2802
(202) 546- 6666



federal system not only donmestically but potentially in
gl obal trading, as well

The potential for it to be nore consistently
enf orced was nentioned. That consistency and uniformity
is, of course, an underlying thenme here that kept show ng
up, as well as this next one, the |level playing field,
whi ch has al ready been nmentioned by a nunber of people
answering this question.

Again it could help trade. W would hope that
it would harnonize with some ot her governnent regul ations
that are already in place. Again we would hope that it
woul d be risk-based but we felt like it would require
more science to quantify the risk than we have at this
tinme.

It should reduce the nunmber of variations that
are in current regulations. W would hope for
consistency and clarification, nore consistency and
clarification. W hope that this system would reduce any
nonri sk-based regul ations. Timnentioned that earlier.
We did have a fairly |l engthy discussion about animl feed

safety, human food safety issues versus what we've
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historically | ooked at as econom c fraud or economc
i ssues.

And finally, | believe our bullet point of
prioritization of resources was nmentioned, to | ook at
what woul d be npbst significant for the safety of feeds
resulting toward the ani mal and humans and being able to
put the resources that you have at the top of that |ist.

Can you go back to 5? | don't think I have that
in my notes. By the way, this is Chaundra Hardw ck from
t he Departnment of Agriculture in Col orado who's hel ping
me today.

Sonme of the negatives that the group discussed

were that it mght be a much slower and long tine to
enact this regulation, to get it into place and running,
than the current state system and what we have now.
Anot her negative, that the econom c inpact on small mlls
and on-farm producers woul d be dangerous, putting them
out of business. | think Constantine's already alluded
to what happened with the USDA neat packers when they went
t o HACCP.

Anot her possible negative is the | oss of state

prograns, again which Constantine tal ked about earlier.
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Then finally--is it finally?--oh, we've got pages and
pages of negatives. Enforcenent resources. Were's the
noney going to cone fronf

Difficulty to achieve uniformty on the national
level. |It's already extrenely difficult anong the 50
states and we feel like a federal programwould still be
difficult to achieve uniformty across fromocean to
ocean.

Difficulty to get full state representation in
this program The inpact that it m ght have on ot her
regul ati ons and agencies. Few of the risks actually have
been quantified and are science-based. And inports and
possi bl e unfair conpetitive advantage in the gl obal
mar ket trading. That would be nunber 3.

VWhat else did you give me? 4? That's that |ong
one, isn't it? M group was |ooking at this fromthe
aspect of the identification of risks that are associ ated
with process and the product. We're going to try to
answer A through H right now within 10 m nutes.

How much of this are you doing as a firmright

now or how much of this are you seeing doing inspections
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of feed and feed ingredi ent manufacturers and
di stributors? G ve sone exanpl es.

Varyi ng opi nions, of course, anong the group
because we had industry, as well as regulators there.
There were comments made that al nost all are doing sone
assessnment of risk within industry today.

Ch, let ne explain to you. The black words and
phrases are coments fromindustry; the green are
government comrents. One of the governnent conmments was
that many mlls do not have any risk-based systens.
Typically that's the smaller firnms and various sections
in the manufacturing industry and that is putting it
l'ightly.

Anot her comment from i ndustry--audit deal er and
copacker. Okay, they wanted to see--help ne with that,
Ti m

PARTI CI PANT: Sone conpanies are auditing their
copackers.

MR. JONES: \Whether they're nultinationals or
not, they have not only their internal audits but they go
out and audit, of course, the ingredient suppliers and

deal ers and copackers for the firnms.

M LLER REPORTI NG CO., |INC
735 8th STREET, S.E
WASHI NGTON, D.C. 20003- 2802
(202) 546- 6666



Help with quality programs. For exanple, one
representative within our group had done nine audits on
t hese copackers and firnms in the past nonth and again
internal audits, as | nentioned before.

Anot her response fromthe governnent--once the
probl em has been identified, resources are devoted to
foll ow up on the problem-seizures, stop-sales. Ww, I
think I said that.

Sonmebody asked nme, you know, how do we
prioritize who we're calling on, where we're going to
spend our resources? M exanple, of course, if we find a
problem if we uncover a problemand if it's a
significant health of animals or human issue, then we're
going to put that as our top priority within our agency.

Anot her industry comment--periodic testing if
risk is present and inplenent on-site testing.

Anot her government comrent--has seen
traceability increase in the industry. The comment there
was that it was a positive conment toward industry, that
there's been an increase in the past few years of |ot
nunberi ng and production date coding to help with the

traceability and recall efforts of the firm And one of
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the great outcones of that is if you have that ability

wi thin your conmpany then you don't have to rely on our

recall procedures, which are usually nore costly to you
and a little nore w despread.

Finally on this question industry stated that
the traceability and cost-effectiveness was the key to
ri sk managenent.

Al right, B. Is it formal witten policies and
procedures or is it informal? | guess the consensus of
the group is that there was a little bit of all of that
within the industry, you know, |ooking fromon-farmfeed
m xers and single ingredient suppliers to nultinational
conpanies. W see a little bit of all of that.

Government stated that sonme firnms have witten
policies, sone don't. Again an industry comrent--out of
those nine audits that were perfornmed in a nonth's tine
only two had witten procedures in place.

For the small producers, recordkeeping will be a
burden. Some will go out of business. And recomend
review of effects from neat plant regulations and how it

affected the snmaller firns, as | tal ked about earlier.
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C, we have the question: would this involve
training? What kind of training would be best for this
and how often? Consider this answer for both industry
and gover nnment.

The governnent said shift training from just
conpliance to philosophy in answering the question why.

I n other words, what happened here is it's difficult to
get soneone to buy in and try to proceed through a system
like this just because you're comng in there with that
big stick and ramming it down their throats and telling
themit's the law;, you' ve got to do it. You need to have
sone nmechani smto show t hem phil osophy of why it's being
done and the benefits that could be associated with it.

Training. Now in the food business, simlar to
sonet hing |i ke HACCP, CODEX and the seven principles--I
guess that's of HACCP. But | think the gist there was
we're not raising cattle anynore, we're raising food, and
you need to be aware of that fromthe farm up

Anot her governnment comment--sonme farns will have
to have training mandated to them have to inplenent the
program by a certain date. |In other words, there has to

be a target date there or you won't get the people that
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need the training trained in a tinmely manner for
i npl enment ati on.

D, would this involve the purchase of new
equi pnmrent and/ or software? We're still on C? Ckay.

There is a varying |level of education out there
when you go to train people and the comments were nade
that you mi ght be dealing with someone that hasn't even
conpleted high school up to Ph.Ds. in various subjects
and that it's hard to put together a training curriculum
or coursework that is going to be tailored to that
w despread range of persons.

Train the trainer was nentioned, of course.
Follow with tests, open book, know where to find info.
Boy, | nmust have been sl eeping right there. Anybody from
t he group have a comment on that?

PARTI Cl PANT: M ke's comment was t hey want
people to know where to find the information, to now
al ways have instant recall. | think he also said they do
test and if they fail the test they don't do the job.

MR. JONES: A governnment comment. Firns need

incentive to show up for training.
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D, would it involve purchase of new equi pment
and/ or software? We felt like in general there probably
woul d be sonme software, additional software that may be
required. It would probably have to be custom desi gned.
No one really knew of anything that was off the shelf or
| SO or HACCP, so it could be expensive because it needs
to be custom desi gned.

Gover nnent stated that equi pment may be needed,
sone additional analytical |ab equipnent, et cetera.
That's about all we had on that.

On E, what kind of costs do you think this would
entail? The cost to bring a facility up to a point for
HACCP, | don't know. | don't remenber M ke's comments on
that or any other industry comments. | think in genera
we t hought there would be sone costs involved there but
we certainly didn't | ook at any dollar figures. And, of
course, governnent didn't have a clue so there wasn't a
comment on there at all.

VWhat kind of costs do you think this would
entail? We thought there m ght be some costs in there
for third-party audits. That's really all that spun out

of that. Oh, and the governnment said there would be
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potentially some political costs, nmaybe not nonetary but
it could certainly strain sone of the political arenas
and get sonme controversies going anongst sonme of the
politicians.

The cost of doing things right? Wat does that
say? Contam nating ingredients.

F, what kind of assurances would you need to
establish or denonstrate this is functional? Wuld you
need a consultant to help you establish this? Wuld you
need third-party inspection? Wuld you need on-goi ng
sanpling? And how would federal |icensing and
registration of all these firns hel p?

Mul tiple fornms of assurances based on conpany.
| shouldn't have |ost those glasses in Denver. Internal
and third-party. Governnent statement, prioritization of
sanpling programs based on feed and safety. That's where
we got into the discussion about safety versus econom cC.
And reward for conpanies with internal and external
audits, get less inspection. That was again a
prioritization of the governnment resources toward these
firms. In other words, if you had all these things in

pl ace and they were verified, that there woul d be sone
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| esseni ng of frequency of inspection and nore enphasis
could be placed on the firms that did not have prograns
such as this in place or weaknesses that were known.

St andar di zati on of sanpling was nmentioned across
the board, | mght add. It was nentioned for on-farm
m xers on through the nationals. And protocols were
ment i oned.

How am | doing? |'mout of tinme? You want ne
to stop?

G, how do you envision risk for both human and
ani mal health being introduced into the animl feed
saf ety system and should the risk be identified by
i ndustry or governnment or both?

Ri sk should be identified by both government and
i ndustry. They ought to be partners in this effort.
There ought to be objectivity within the Food and Drug
Adm nistration during this effort.

H, are current enforcenent tools adequate? W
t hought they were adequate for the BSE regul ations. The
ot hers, we do not think they're adequate, dependent on
politics within the state and the comment was made t hat

we needed nore docunentation and clarification--letters,
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et cetera--for support with problemfirms and getting
into these court cases.

Okay, real quick, this was an underlying thenme

of the group, that the FDA nust foster a cooperative
environment with industry and the states in devel opi ng
this system that past experiences have shown
participation and sharing fromthe industry with FDA has
not produced the expected outcone. And there continues
to be a lack of trust and confidence between the FDA,
i ndustry and the states and we hope that we can take this
opportunity to get all three of these parties involved in
t he devel opment of the annual feed safety systemfromthe
get-go. Thank you.

[ Appl ause. ]

MS. DUNNAVAN: Thank you. We're really running
short on our time. That's okay, Ben. That was a very
good di scussion, but I do want to give groups 5A and B an
opportunity to report on some of their discussion.

So could the spokesperson for 5A cone up? And
Randy, introduce yourself and can you do 4?

MR. GORDON: |'m Randy Gordon with the National

Grain and Feed Association and o, | tried to help you
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out on your tinme situation but Ben wouldn't take ny call.
He rarely does.

Well, thanks very nmuch. And | wanted, before |
start, to give Steve Wawr zyni ak one comrent. You know,
he tal ked about being the short straw. The first speech
| ever heard Robert Reich give, who was the | abor
secretary under President Clinton and who Steve towers
over by at least a foot, was, "I bring new neaning to the
term'big government.'" So we're hoping this doesn't
evolve into that.

Well, I think maybe as a preface to question 4,
our group talked quite a bit about the basic el enents of
an animal feed safety systemand | just want to touch on
a couple of predicates or prefaces on that.

We really felt that it obviously needs to be a
sci ence-based system that needs to be formalized through
a risk assessnment process and | think we'd reiterate the
comments made earlier by other groups that that may take
quite a bit of research to develop the scientific
under pi nnings for what the hazards are, at what |evels
are they hazards, and also to develop the kinds of

di agnostic tests and quick tests that industry sectors
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may need to nonitor those hazards in your plants. Tests
need to be affordable, repeatable in their results and
consistent in their results and al so be very quick, as
wel | .

We think it should be a conprehensive system
that | ooks at all sectors and we focussed quite a bit on
the transportation sector, too, and the fact--that we
didn't nmention this specifically | our break-out group,
but the Safe Food Transportation Act that was passed back
in 1990 requires haulers, both independent truckers and
rail carriers and others, to provide clean and safe
equi pment to transport food products, yet those standards
have not yet been devel oped here 13 years after that act
was passed. So that's a classic case of |ooking at the
transport side a little bit.

We tal ked about the flexibility to accommbpdate
the variations of different risks and hazards that may be
identified in different industries and that gui dance and
education may be the nost appropriate neans to identify
and communi cate specific risks and hazards to various
i ndustry sectors. W tal ked about | ooking at sonme of the

docunments that AFCO has devel oped, the gui dance franmework
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docunment and sonme of the checklists, and so forth

devel oped through that entity as a possibility, and al so
the voluntary self-inspection program concept, too, that
Ben alluded to that provides regulatory incentive for
conpanies to inplenent quality assurance prograns by

pl aci ng themat a |lower priority for inspections and
oversight in the future.

We al so tal ked about the inportance of
differentiating or considering facility security
differently than feed safety systens. | nean we're
m xi ng the bioterrorismand sone of that into this issue
but they are not synonynous and the facility security-
type i ssues should not overwhel mthe animal feed safety
systeminitiative, although we think it's inmportant that
we do need to eval uate which ani mal diseases are at risk
of being transmtted through feed or feed ingredients as
a conmponent of security. So that's an inportant caveat to
mention there.

Ckay, in terms of question 4, with that
background, we were asked to focus on the issue of
assurances of what steps are being taken to ensure that

animl feed safety system steps are being accurately and
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consistently performed. And in ternms of those
assurances, we focussed quite a bit of discussion on the
recordkeepi ng and docunentation that m ght be needed,

al so the sanpling and the periodic assays that m ght be
required, as well as the education and training
conponents and the diagnostic tests that would need to be
avai l abl e, particularly for the sanpling conponents.

We were asked this question, of how rmuch of this
are firms doing right now or how nmuch of this are you
seei ng done through inspections. Again we reiterate what
a ot of the other groups have said, that it really
depends on the size and type of firm For the nedicated
feed industry that's been used to conmplying with GWs for
many, many years, you'll tend to find those kinds of
records and systens in place. As well as sone of the
quality systens we heard about yesterday where conpanies
for custoner-based reasons have devel oped and i npl enent ed
their own quality assurance progranms you'll find pretty
good records and recordkeepi ng and docunentation there,
that their systenms are being adhered to and verified by

t heir enpl oyees.
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Are these formal witten policies or procedures
or informal? Again we reiterate the comments of other
groups that it really depends on the conpany, the kind of
i ndustry sector you're dealing with, whether they have a
hi story of being regul ated under FDA, |ike the nedicated
feed industry, or whether they're not, so it really
vari es.

And it's not necessarily the size of the firm
either. You can find sone very good records and
documentation in small firms, as well as |arge, although
in the smaller firnms you tend to find it fewer tines
because they do tend to operate nore word-of-nouth and
there are two or three people there that know the
procedures inside out in sone cases, although that's not
al ways the case and in sone cases there are not good
procedures in place for recordkeepi ng or docunentation

Woul d training be involved? Yes, it obviously
woul d for both industry and inspectors, to increase their
under st andi ng of what kinds of records and sanpling
procedures, and so forth are necessary.

D, would this involve the purchase and use of

new equi pnent or software? It mght, depending on the
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degree of automation, particularly in recordkeepi ng and
docunment ati on that conpani es want to achieve, but in many
cases smaller conpanies in particular rely on manual
records to conply with whatever hazards are identified

t hrough this animl feed safety systeminitiative.

Question E, what kind of costs would this
entail, we got into some discussion of this but not a
lot. It could involve the purchase and use of sone
equi pnment --software for the kinds of recordkeeping we're
tal ki ng about, and al so for sanpling and testing for
different kind of hazards, but until we know what those
hazards are, that's really kind of a difficult question
to answer at this stage.

F, what kind of assurances would you need to
establish or denonstrate the programis functional, we
really didn't focus an awful | ot on that topic, although
we did talk some about what kind of verification and
docunment ati on m ght be required.

But those are kind of an overview. |'ve tried
to elimnate sone of the redundancy that we had with sonme
of the other groups but those are sone of the highlights

that we had in our group. Thanks.
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[ Appl ause. ]

MS. DUNNAVAN: Thank you, Randy, very nuch.

Let's have the spokesperson for 5B. \What 1'd
like to do is ask you to--1 haven't asked anyone to
address question 1 so I'd |ike you to address question 1.
Then also if you have anything that you' d |ike to add
additionally to question 4? Be sure and introduce
yoursel f; read your question?

MR. BROYLES: This is Brenda Ball. She took all
t he good notes. |If | took themyou wouldn't be able to
read them Qur FDA person's not going to cone, | guess.
Everyone's still here. W thought everyone would be gone
by now

Question 1, | think these are really avail abl e
on nost web sites. They're easy to get to for these
associations and | think this is pretty comonly given
information, really. |f anyone wants to see this we have
it up here. |If anyone wants to see this we'll have it
avai |l abl e whenever you want it.

I s that enough for 1? There's a | ot of

redundancy.
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| thought we had a very good group. We had FDA
peopl e, state people, we had industry people. The
frightening thing is I think we agreed on al npost
ever yt hi ng.

On question 2 we broke this out into various
sectors. We have transportation on top and Randy had
al ready pointed out the 1990 Transportation Act and the
fact that that has not had any regul ati ons pronul gat ed.
This is an area that could be regulated that needs to be.
This was pointed out in our group as one of the main
areas where contam nation can occur and one of the main
pi eces in the feed safety chain that needs to be | ooked
at .

We broke these out by industry segnent. The
thing that we tal ked about is in the industry segnments
the only segnent that has formal regulation is the
medi cated feed licensed mlIl. The other segnents of the
i ndustry do not have any formal regul ation or guidelines.
The only segnent of the industry that has any fornal
enf orcenent again is the licensed feedm||.

Qur discussion on point 3 I thought was very

good. We felt some of the benefits of having a national
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animl feed safety system would be to establish an
official bar for all segnents of the feed industry.

Today there is an official bar for the licensed mll
that's commonly understood. When you |eave that there is
no official bar.

We have a | ot of various industry prograns that
have grown up in various portions of the business from
ingredients to on-farmm xing, a |ot of different
prograns. However, there's no comon bar from which to
eval uate them

We felt |ike a program woul d have sone benefit
in international standards and international trade,
sonet hing that could be commonly understood, a bar that
everyone coul d understand.

Today the feed systens are only regulating | ess
than 13 percent of the feed fed and we feel like a
national feed programcould get to the other areas that
are not now being | ooked at.

Establish a reasonably based standard, focus
resources. We felt this was a good approach. This was
hit on before, that today the states are focussing

primarily on econom c issues--protein, fat, and fiber, if
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we coul d reallocate those resources into a feed-based
saf ety system and | ook at risk issues. Part of the
di scussion with the state people was how coul d we best
partner with FDA in doing this? The states feel |ike
t hey would need to be a partnering role, one that they
could work with FDA in the devel opnent of a program

We have sone duplicate efforts today between the
states. We tal ked about having | abs perhaps that woul d
focus on various feed safety aspects, rather than each
state trying to do all they can with their given | ab and
their limted resources.

We tal ked about the whol e approach needs to be
holistic, and this is a new word for a | ot of us. e
| ooked it up. It's one that would be sonething that
woul d enconpass all the way fromthe ingredient all the
way to the table.

We feel like enforcenment is inportant. W need
rapid enforcenent. W need things to be enforced rather
than to have rules and not enforce them simlar to what
we have today in some of the ingredient issues,

i ngredi ents being marketed, especially when you get into
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the areas of the herbs, and so forth, that are in feeds
but they're not part of an AFCO definition.

We got into the 4 area that's been hit on. W
felt that A through the recordkeeping and all these
portions, really that FDA needs to get with the specific
groups that those would involve. If we're talking
recordkeepi ng, we shouldn't have people froma nedicated
feedm || tal king about the kinds of records that would be
appropriate for a renderer, and so forth, that FDA needs
to get with these various groups when they have their
meetings and partner with them and work with themin the
devel opnent of those kinds of records that woul d be
pi eces of 4A on through 4F that woul d be appropriate for
t heir kinds of businesses.

If we get into the enforcenent area we had a | ot
of good discussion, | felt, there. One of the big ones
is how do you inspect on farn? W only could point to
like three states that have anything in their |aws that
enable themto go onto the farm Some of themfelt they
could go on the farmthrough a federal -state inspection
program but there it was only for cause; it's not a

routine inspection. So we may need different kinds of
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laws in order to have a system that enconpasses our
holistic type of approach.

We tal ked about purchasi ng agreenents that
today's feed manufacturers are trying to enforce, various
standards on feed ingredient suppliers through the
specifications that they establish, but this doesn't
repl ace having sone kind of a bar and inspection of those
ingredient facilities for conpliance with whatever bar
they think is appropriate for their industry.

We hit alittle bit on this FDA phil osophy
versus state and industry philosophy. W need to have a

cooperative approach here, one that everybody works

t oget her.

Ki nds of assurances--today we have |icensing and
we tal ked about well, what does |icensing assure at the
feedm I1? Well, it puts themon a list for mandatory

i nspection. Does that assure anything?

We al so tal ked about the fact that the
Bioterrorism Act will give FDA a conplete list for the
first time of anyone handling foods. So we'll have a
kind of a list that they can start with in order to make

sonme eval uations of what to do with their prograns.
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So we have sonme identification, working with the
| ocal groups as far as to their segnent of the feed
i ndustry, their processes, the types of controls, the
bar, if you will, that needs to be established is a way
to start.

| think the rest of this is redundant except for
t he one piece down here, that we need to have science-
based identification of our hazards. | think there's
sone feeling today that everyone understands what the
risks are, and we don't. We don't know what the risk
are. When we get to dioxins, for exanple, we don't know
what |evels, we don't know what tolerances. O her
contam nants, we don't know what |evels are a problem
We need nore information and then we need assays and
anal ysis that will be able to be used by both the
regul ator and for the ingredient or feed manufacturer or
whoever you m ght be on nonitoring.

We don't have those tools today, so we need a
scientific approach to establish what the risks are and
t hen we need sone ways of neasuring and identification of

t hem
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| think that's it. Anyone fromthe group have
any additional comrents?

MS. DUNNAVAN: Thank you very nuch.

[ Appl ause. ]

MS. DUNNAVAN: And for the record this is Bob
Br oyl es.

We've finished the reports but | want to make
sure to give everybody in the audi ence an opportunity to
ask group 5A or 5B, if they have any questions.

Seeing no hands, | want to thank you all very
much for the thoughtful and | think helpful information
you've provided. You ve worked really hard in your
break-out groups and we really appreciate that.

| also want to thank the FDA vol unteers that
were facilitators and scribes for the break-out groups.
| really appreciate that.

We're going to go to a break and then cone back
and concl ude our neeting with next steps.

[ Wher eupon, at 2:41, the hearing was concl uded. ]
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